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DETAILED ACTION 

1 . This action is in response to the papers filed 4/26/2007. Currently Claims 4-15 
are pending. Claims 1-3 and 16-17 have been canceled. Claims 4-7, 9-10, and 14-15 
are withdrawn as being drawn to an nonelected invention. 

2. The following rejections for Claims 8 and 1 1-13 are being newly applied. 

3. This action is NONFINAL. 

Withdrawn objections 

4. The objection to the Abstract made in section 4 of the previous office action is 
moot based on amendments to the abstract. 

5. The objection to the specification made in section 5 of the previous office action 
is moot based on amendments to the specification. 

6. The objection to Claim 10 is moot because the claims has been withdrawn as 
being drawn to nonelected SEQ Identifiers. 

Withdrawn Rejections 

7. The rejections of the claims made under 35 USC 1 12/Second paragraph made in 
section 7 of the previous office action is moot based on the amendments to the claims. 

8. The rejections of the claims made under 35 USC 103(a) made in Section 9 of the 
previous office action is moot based on further consideration of the claim language. 
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Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which lit is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

9. Claims 8 and 11-13 are rejected under 35 U.S.C. 112, first paragraph, as failing 
to comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. The newly amended claims contain subject 
matter that changes the scope of the claim and is not supported in the specification and 
raises issues of new matter. 

Claim 8 was amended to the recitation "consists of SEQ ID No. 4 or the 
complement thereof and the second polynucleotide consists of SEQ ID No. 8 or the 
complement thereof (amended 9/5/2006) from the originally filed claim of a composition 
comprising SEQ ID NO. 4 or SEQ ID NO. 8 (7/29/2003). This recitation is not supported 
in the specification and raises the issue of new matter. 

Claim 11 was amended to "fragments are 19 to 32 nucleotides in length" 
(amended 4/26/2007). This recitations is not supported in the specification and raises 
the issue of new matter. 

Claim 13 is rejected as it depends from the rejection Claim 1 1 . 

Upon review of the specification, the specification does not appear to provide 
support for the recitation of "consists of SEQ ID No. 4 or the complement thereof and 
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the second polynucleotide consists of SEQ ID No. 8 or the complement thereof. The 
specification does not appear to teach a composition that comprises two isolated 
polynucleotides that consists of SEQ ID NO. 4 and 8. The originally filed claims recite a 
composition comprising "an Amplicon" (Claim 1 of 7/29/2003) and the specification s 
teaches amplicons of SEQ ID NO. 4, 8, 12, 16, 20, and 24 (p. 8 paragraph 16). 
However, the specification does not teach that amplicons consisting of SEQ ID No. 4 
and 8 are in a composition together. The specification teaches that the typical assay 
determines the presences of SEQ ID No. 4 and 8 using the sequence specific primer 
and the hybridization probes (p. 8 paragraph 17). The specification discloses a series 
of forward and reverse primers, hybridization probe and polymerase reagents specific to 
the first amplicon (SEQ ID No. 4) are needed and that a series of forward and reverse 
primers, hybridization probe and polymerase reagents specific to the second amplicon 
are needed ( p. 8). The specification discloses compositions comprising specific 
primers and probes which can amplify specific amplicons (Table 1 ). For example, the 
composition comprising SEQ ID No. 1,2, and 3 would amplify an amplicon consisting of 
SEQ ID No. 4 (Table 1). For example, the composition comprising SEQ ID No. 5,6, and 
7 would amplify an amplicon consisting of SEQ ID NO. 8 (Table 1). However, the 
specification does not disclose a composition that consists of SEQ ID No. 4 and 8, nor 
does the specification teach a PCR reaction that would result in a composition that 
would comprise two isolated polynucleotides that consists of SEQ ID No. 4 and 8. The 
specification does provide assays that comprised amplicons that consists of SEQ ID No. 
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4 or 8, however, it does not teach an assay or any compositing that consists of SEQ ID 
No. 4 and 8. 

Upon review of the specification, the specification does not appear to provide 
support for the recitation of "fragments are 19 to 32 nucleotides in length". In response 
of the amendment applicants point SEQ ID No. 15 which is 32 nucleotides in length and 
SEQ ID No. 19 which is 19 nucleotides in length (p. 9 last paragraph of reply). 
However, these sequence lengths provide support for a set of oligonucleotides which 
are 19 or 32 nucleotides in length, but do not provide support for the concept of a range 
of nucleotide lengths from 19 to 32 nucleotides. Therefore, the specification does 
provide support for specific nucleotide lengths by the disclosure of SEQ ID 15 that is 32 
nucleotides and SEQ ID No. 19 that is 19 nucleotides, but not for a range of length 
limitations. Therefore the support of SEQ ID No. 15 and 1 9 as support for the 
amendment to the claims is not sufficient because the SEQ ID Nos do not provide 
support for the range of nucleotides claimed. 

These amendments to the claims, therefore, constitute new matter. 



1 0. No claims are allowed. 



Conclusion 
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1 1 . Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Katherine Salmon whose telephone number is (571) 
272-3316. The examiner can normally be reached on Monday-Friday 8AM-430PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ram Shukla can be reached on (571) 272-0735. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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